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WARNING LETTER 

Dear Mr. Jackson: 

On September 2-3, 2003, we inspected your seafood processing facility, located at 3977 Hoff 
Road, Bellingham, Washington. We found that you have serious deviations from the seafood 
Hazard Analysis and Critical Control Point (HACCP) regulation, Title 21, Code of Federal’ 
Regulations, Part 123 (21 CFR 123). In accordance with 21 CFR 123.6(g), failure of a 
processor to have and implement a HACCP plan that complies with this section or to otherwise 
operate in accordance with the requirements of this part, renders the fishery products 
adulterated within the meaning of Section 402(a) 4) of the Federal Food, Drug, and Cosmetic 
Act (the Act), 21 U.S.C 342(a)(4). Accordingly your vacuum-packaged hot smoked salmon, 
smoked salmon spread, and pickled salmon are adulterated, in that these products have been 
prepared, packed, or held under insanitary conditions whereby they may have become 
contaminated with filth, or whereby they may have been rendered injurious to health. You can 
find this Act and the seafood HACCP regulation through links in FDA’s homepage at 
www.fda.nov. 

The deviations are as follows: 

Refrigerated. vacuum-packaged hot smoked salmon 

1. You must implement the record keeping system that you listed in your HACCP plan 
to comply with 21 CFR 123.6(b). Your firm did not record monitoring 
observations at the brining and cooling (after hot smoking) control points to control 
the CIostridium botuiinum hazard listed in your HACCP plan. You have no 
monitoring records for these critical control points. 
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2. You must implement the monitoring procedures that you have listed in your 
HACCP plan, to comply w ith  21 CFR 123.6(b). Your firm  did not follow the 
monitoring procedures at the brining critical control point as listed in your plan. 
Specifically, your plan lists that you will monitor salinity a t m  using a salometer. 
D iscussions during the inspection of your facility revealed that you do not use a 
salometer and, in fact, do not measure salinity a t all. 

3 . You must have a HACCP plan that, a t a  m inimum, lists the critical lim its that must 
be met, to comply w ith  21 CFR 123.6(a) and (c)(3). A critical lim it is defined in 
21 CFR Part 123.3(c) as the “maximum or m inimum value to which a physical, 
biological, or chemical parameter must be controlled at a  critical control point to 
prevent, eliminate, or reduce to an acceptable level the occurrence of the identified 
food safety hazard. n  

l Your firm’s HACCP plan lists a  critical lim it o fl”F  tha is not adequate to 
control the hazard of Clostridium botulinurn at the storage/distribution critical 
control point. FDA recommends that you maintain refrigerated temperatures at 
or below 4O”Fto prevent the growth and potential toxin formation from 
pathogenic organisms. 

l Additionally, your firm’s HACCP plan for hot smoked salmon lists a  critical 
lim it a t the cooling after smoking critical controi point that is not adequate to 
control pathogen growth. Your critical lim it Iists that your smoked fish w ill be 
placed under refrigeration withi5ours from the finish of your smoking 
process. Once product temperature has been reduced to 140”F, coding should 
occur rapidly. FDA recommends that the temperature be reduced to below 70°F 
within 2 hours. After that, the temperature should continue to be reduced to 
below 40°F wtin the next 4 hours. 

4 . You must have a HACCP plan that, at a minimum, lists the monitoring procedures 
for each critical control point, to compiy with 21 CFR 123.6(c)(4). Your fim~‘s 
HACCP plan does not list monitoring procedures at the smoking/drying and 
storage/distribution critical control points that are not adequate to control 
Ckmridium botulinurn. 

l Specifically, your monitoring procedures at the smoking/drying critical control 
point list that you conduct a visual check of internal temperature of fish w ith  a 
probe for each batch. Your listed monitoring procedures are insufficient to show 
that your critical lim its have been met. Our investigator reports that you insert 
dial thermometers into -of the thickest portions of fish to monitor internal 
temperatures. This procedure cannot assure that your critical lim its are achieved. 
Given that your smoking/drying procedures include both time and internal 
temperature critical lim its, we recommend using temperature probes that provide 
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a method of continuously monitoring/recording the internal temperature for the 
duration of the process. 

l Your monitoring procedures at the storage/distribution critical control point state 
that temperature-monitoring frequency will be “daily.” FDA recommends that, in 
order to adequately ensure that safe temperatures are consistently maintained 
during storage, monitoring should be conducted on a continuous basis with a 
visual check of the equipment once per day. For more information on monitoring 
procedures for control of Clostridium botulinurn in smoked fish, please refer to 
Chapter 13 o 

cl 
the Fish and Fisheries Products and Hazards and Controls 

Guidance 3’ Edition (the Hazard Guide). 

5. You must verify that your HACCP plan is adequate to control the food safety 
hazards that are reasonably likely to occur, to comply with 21 CFR 123.8(a). Your 
firm did not verify the adequacy of the critical limits at the brining critical control 
point to control Clostridium botulinum. 

Our investigator collected a sample of refrigerated, vacuum-packaged hot smoked 
salmon on September 3,2003. FDA then analyzed ten 0.5 lb. packages for percent 
water phase salt. Two out of ten packages had water phase salt levels below 3.5%. 
The results of the original analysis for the two packages were 3.1% and 3.4%, and for 
the check analysis the results were 3.0% and 3.3%, respectively. Our evaluation of 
that sample (date coded g/30/03) determined a wide range of water phase salt levels 
from 3.0 to 6.9. Two of the subsamples collected had water phase salt levels below 
the recommended safety level of 3.5. If your process had been properly validated, the 
variation in water phase salt would be Iess and all of your processed products would 
have achieved a consistently safe water phase level. FDA has determined that your 
verification of your process was flawed or not conducted. 

Refrigerated smoked &non suread in a Dlastic tub with snan on lid 

1. You must have a HACCP plan that, at a minimum, lists monitoring procedures for 
each critical control point to comply with 123.6(c)(4). Your firm’s HACCP plan for 
smoked salmon spread does not list monitoring procedures at the storage critical 
control point to control pathogen growth and toxin formation. 

Refrigerated Dickled salmon in glass iar 

1. You must implement the record keeping system that you listed in your HACCP 
plans to comply with 21 CFR 123.6(b) and 21 CFR 123.9. Yom fnm did not record 
monitoring observations at the salting, brining and pickling, and refrigerated storage 
critical control points listed in your HACCP plan for Pickled Salmon. Your firm was 
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u n a b l e  to  p r o d u c e  records  s h o w i n g  m o n ito r ing  observa tions  fo r  th e s e  crit ical con tro l  
po in ts du r ing  ou r  investig a tio n . 

2 . Y o u  m u s t h a v e  a  H A C C P  p lan  th a t, a t a  m inim u m , lists m o n i to r ing  p rocedures  fo r  
each  crit ical con trol po in t, to  comply  with 2  1  C F R  1 2 3 .6(c)(4).  However , your  
fu m ’s H A C C P  p Ia n  fo r  re frig e r a te d  p ick led sa lmon  in  g lass  jars d o e s  n o t list 
m o n ito r ing  p rocedures  a t th e  sal tin g , pr imary  br in ing /p ick l ing, a n d  re fiig e r a te d  
storage crit ical con trol po in ts. 

S a n ita tio n  

1 . Y o u  m u s t m a in ta in  san i ta tio n  con tro l  records  th a t, a t a  m in imum, d o c u m e n t 
m o n ito r ing  a n d  corrections , to  comply  w ith  2 1  C F R  1 2 3 .1  l(c). A s o f A u g u s t 5 , 
2 0 0 3 , your  firm  has  n o t m a in ta i n e d  san i ta tio n  m o n ito r ing  records  fo r  th e  e igh t a reas  
o f san i ta tio n  requ i red  fo r  th e  process ing  o f re frig e r a te d  v a c u u m - p a c k a g e d  h o t 
s m o k e d  sa lmon , re frig e r a te d  s m o k e d  sa lmon  sp read  in  a  p las tic tu b  w ith  s n a p  o n  
lid, a n d  re frig e r a te d  pick led sa lmon  in  g lass  jar. 

W e  m a y  take  fu r the r  ac tio n  if you  d o  n o t p r o m p tly correct th e s e  v io la tions . For  insta n c e , w e  
m a y  take  fu r the r  ac tio n  to  se ize your  p roduc t(s) a n d /or  en jo in  your  firm  fro m  o p e r a tin g . 

P lease  r e s p o n d  in  wr i tin g  w ith in  1 5  work ing  days  fro m  your  rece ip t o f th is  le tte r . Y o u r  
response  shou ld  o u tlin e  th e  spec i fic th ings  you  a re  d o i n g  to  correct th e s e  dev ia tions . Y o u  m a y  
w ish to  i nc lude  in  your  response  d o c u m e n ta tio n  such  as  your  rev ised H A C C P  p lan  a n d  cop ies  
o f your  m o n ito r ing  records , o r  o the r  use fu l  in fo r m a tio n  th a t w o u ld  assist us  in  eva lua tin g  your  
corrections . If you  c a n n o t comp le te  al l  corrections  b e fo re  you  r e s p o n d , w e  expec t th a t you  
w ill exp la in  th e  reason  fo r  your  de lay  a n d  sta te  w h e n  you  w ill correct any  rema in ing  
dev ia tions . 

Th is  le tte r  m a y  n o t list a l l  th e  dev ia tions  a t your  facility. Y o u  a re  respons ib le  fo r  ensur ing  th a t 
your  p rocess ing  p lan t o p e r a tes  in  comp l iance  w ith  th e  A ct, th e  S e a fo o d  H A C C P  regu la tio n , 
a n d  th e  Cur ren t G o o d  M a n u fac tu r ing  P ractice  regu la tio n  (21  C F R  P a rt 1 1 0 ) . Y o u  a lso  h a v e  a  
responsib i l i ty to  use  p rocedures  to  p reven t fu r the r  v io la tions  o f th e  Federa l , F o o d , D r u g , a n d  
C o s m e tic A ct a n d  al l  app l i cab le  regu la tions . 
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Please send your reply to the Food and Drug Administration, Attention: Lisa M. Elrand, 
Compliance Officer, 22201 23rd Drive SE, Bothell, Washington 98021. If you have questiofis 
regarding any issue in this letter, please contact CO Elrand at (425) 483-49 13. 

Sincerely, 

Jx Charles M. Breen 
District Director 

Enclosures: 
Form FDA 483 

cc: WSDA with disclosure statement 


